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or LCso determined in the aquatic nontarget
organism testing.

11. Required if either of the following cri-
teria are met:

i. Environmental fate characteristics indi-
cate that the estimated concentration of the
pesticide in the terrestrial environment is
>0.20 the avian dietary LCs, or equal to >0.20
the avian oral single dose LDs, (converted to
ppm).

ii. The pesticide or any of its metabolites
or degradation products are stable in the en-
vironment to the extent that potentially
toxic amounts may persist in the avian or
mammalian feed.

12. Required when results of Tier I nontar-
get organism studies indicate potential ad-
verse effects on nontarget insects and results
of Tier II tests indicate exposure of nontar-
get insects. Additional insect species may
have to be tested if necessary to address
issues raised by use patterns and potential
exposure of important nontarget insect spe-
cies, (e.g., threatened or endangered species).

13. Required if the product is expected to
be transported from the site of application
by air, soil, or water. The extent of move-
ment would be determined by the results of
the Tier IT environmental fate studies.

14. Required depending on pesticide mode
of action, method and timing of application,
and results of any available efficacy data.
Typically the honeybee acute toxicity guide-
line (guideline 850.3020) satisfies this require-
ment, however, additional nontarget insect
species may have to be tested if necessary to
address issues raised by use patterns and po-
tential exposure of important nontarget in-
sect species, (e.g., endangered species.)

§158.2070 Biochemical pesticides
product performance data require-
ments.

Product performance data must be
developed for all biochemical pes-
ticides. However, the Agency typically
does not require applicants to submit
such efficacy data unless the pesticide
product bears a claim to control public
health pests, such as pest microorga-
nisms infectious to man in any area of
the inanimate environment or a claim
to control vertebrates (including but
not limited to: rodents, birds, bats,
canids, and skunks) or invertebrates
(including but not limited to: mosqui-
toes and ticks) that may directly or in-
directly transmit diseases to humans.
However, each registrant must ensure
through testing that his products are
efficacious when used in accordance
with label directions and commonly ac-
cepted pest control practices. The
Agency reserves the right to require,

§158.2081

on a case-by-case basis, submission of
efficacy data for any pesticide product
registered or proposed for registration.

§158.2080 Experimental wuse permit
data requirements—biochemical
pesticides.

(a) Sections 158.2081 through 158.2084
describe the experimental use permit
(EUP) data requirements for bio-
chemical pesticides. Variations in the
test conditions are identified within
the test notes. Definitions that apply
to all biochemical data requirements
can be found in §158.2000.

(b) For general information on the
data requirement tables, see
§158.2010(b)-(f).

§158.2081 Experimental wuse permit
biochemical pesticides product
chemistry data requirements table.

(a) General. (1) Sections 158.100
through 158.130 describe how to use this
table to determine the product chem-
istry data requirements for a par-
ticular biochemical pesticide product.
Notes that apply to an individual test
and include specific conditions, quali-
fications, or exceptions to the des-
ignated test are listed in paragraph (e)
of the section.

(2) Depending on the results of the re-
quired product chemistry studies, ap-
propriate use restrictions, labeling re-
quirements, or special packaging re-
quirements may be imposed.

(b) Use patterns. Product chemistry
data are required for all pesticide prod-
ucts and are not use specific.

(c) Key. R=Required;
CR=Conditionally required; NR=Not re-
quired; MP=Manufacturing-use prod-
uct; EP=End-use product; TEP=Typical
end-use product; TGAI=Technical
grade of the active ingredient; Residue
of concern=the active ingredient and
its metabolites, degradates, and impu-
rities of toxicological concern; All=All
of the above. Specific conditions, quali-
fications, or exceptions to the des-
ignated test procedures appear in para-
graph (e) of this section, and apply to
the individual tests in the following
table:

(d) Table. The following table shows
the data requirements for experimental

149



		Superintendent of Documents
	2013-10-18T02:20:50-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




